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This was B inap^pfipri ba^Bd en |lie nnn-camplianl itams II 1 B.I were iden|i1ied during Ihe IbBl irvefTedfon. 

Registrant has successfully addressed and naSi ImplemenLed corrective actions for Ifte ncn-compHant items Idenllllod 
at line litr*e i?f the last inspection. 
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PflOVtDEMCE, ni 02903 Date; MBy-03-&00& 

2,31 (d) (1) (viit^ 

INSTITUTIONAL AMtUAL CARE AND JSE COMMITTEE (lACUC)- 

£.SI (eJ) (1 S (wiii) - The lACUC shall determirte that the proposed activities cr signiFicant changes in ongoitTg atctivities 
maet tha lollcwing raquinements: (viii) PersOriital Cshnduihlirig iprxjCedLjrBrg ort IfM speCias bairig iiiairtlairiiBd hr Siudiad 
will be a(}prof>riately qualified and trained in those procedures-" 

1. Review of Protocol #0013 -OS: 

a. Il wa£ laarrtad durlrrg tha Insp^lioii that ono of the individuals who was providing animal cars and oanducting 
procedures on ttie stud/ animals had net been listed on the protocol as one ot the personrel to be involved in tbe 
project. 

All persrjnnel conduotirrg procedures i?n animals must be named pn a proposel Ipr animal use in ardor tor the lAGUC 
to determined that the personnel are qualrlred and trainod m those procedures 

The lACUC needs to address this issue idonllllad tor Itils pn^pesal. Cwrect ImniBdiately. 


RHODE ISLAND HOSPITAL 

MIDDLE HOUSE 4TH AND STN 


2.31 (e> 

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

2.31 (e) (3) -'‘A ptfcposal to conduct an activity involving animals, or to malrc a signtficart change in an ongoing 
activiiy iruvclving animals, must contain the lollowing: (3) A complele description ot the prapcsed usa ol Ihe animals." 

1. Review [>t Protocol #0D13-DS and Merfical Records oF GP #1 through 24: 

a- The records of six DP (#7, 3, £1, 22^ 23, 24) indicste that the substances Calcein and BrdU v/ere administered To 
tba GiP by irrjecJion, There la no deecrlptKin of the injection el these subslances included in the approved protocol. 

b. The records CF eigFiieefi GP (#1 IhrrOugh 6, itr9 thrCLigh 20) indicate that the antibiotic CaphazOlin was injaC-ted at 
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Ihe limis of surgery. There is no descripticin ol the injection of Cephasolin iri (he approfMed pretoeoL 

c. The prcuocol slates en pg iS iKal size 4-0 Nylon suture vvill be used to close the surgical incjslon ll was noted 
during [he inopeclKin that [he size and type df su[ure uaed 1Q close the incisipna dl Ihe GPa lhal had underggna 
surgery was ditferertl than what was described In the appro^/ed protocol. 

d. II is not claar from the dasorlplton of Uhe schedule ol eritmintetraJlon of analgesics whether Bcp^eoMphlne Is given 
only on the day of surgery or also on the first post-operative day. 

A proposal fof animal use must contain a complete descnption of the proposed anpmaJ use. The tACUC needs to 
addreaa the itema identified for this pfclogal. Coirect by '6i't/0&. 

2.32 fa> 

PERSONNEL QUALIFICATIONS 

2.d2 (aj -"It shall be Ihe responsihilify of the research facility to ensure that alt scientists, neseanch techricians, animal 
lai::hnidari£, end dthsr perBdrinel irtvdlvied in eniiTral care. Ereejmend. and use are gueliilied to perf'CK'iii Lfieir dulies.' 

1. The Mqn-pomplianE iferrts idenlilied pn this inspsclign repcrl under Eecinns 2.^1 (d) (1 ) (viii), 2.31 (p) (3), ^-33 (b) 
(3), and 2^.33 ^b) (S) penaming to Protocol Indcala laboratory parsonnal 's lack of lamllianty wnth both the 

details of Jhe ajjprpvod protocol and cumentty established v-eleringry medical and nursing procedures. This lack of 
tamiHarlty has iha poEentlal lo negatively alfad the waMare of animals. 

Air persiMirtel invotvad in animal carOr treatment, and use must be adequaiely trained and dualiliad to perform the 
duties (iescr»bed In the protocol, ilriadequate training in any as.pect of animal care and use can result in harm to the 
^nim^lg. The research Facility needs ta address this issue. Correct immediately. 

2.33 (3) QIRECTNCI 

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE. 

2-33 (b) (3) - ‘Each research facility shall establish and mHirtain programs at adequate veterinary care thal include: 
{3} Daily Observation ot all animals to assess their heallti and well-being. Provided, however. That daily dhservatidn 
of animals may be accomplished by sooieone olher ihan the atfendir^ veterinarian; and Provided, lunher. That a 
mechanism gf direct arrd Irequent gqmmunicatien ie required so that timely and eocurale inlormafien gn problema gf 
animal heallh, behavior, and well-being Is conveyed lo the allending veterinarian." 

1. DIRECT ITEM: Al the lime ol Ihe inspection at appronimalely 1 1 AM on 5.'Bi'iOB. the APHIS inspador noted lhal 
QP #t5 used under Protocol #0013458 wag depressed, Ihin, had sunken eyes, a rutiled hair coat, a red arrd swollen 
surgical iodsion on the right rear fag. and was raluctent lo move. Adoording lo Ihe animal's medical regard, the 
investigator had observed the animal to be sedentary, undernourished, and having small eyes on 5/7/06. The PI 
administered the anlibiotic Cephazgiin but dad ngl genteel the dinigsl vetgonarien regarding |ha animsrs cgndilion os 
was dasenthed In the appro vod protocol under post^operalive monitoring. 
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The dirwcfll vetennanan wag finsii made awane ol itie condition of tNs animal at the t»me of the ingpection on &.'ia'X50. 
Thia Pi was tmin^iatal^ oonlactad &y the dirtiaai vetaririarian and irtalrudad to euttiaaiza ifta GP. 

A meohartiam 0l dineol and Iraquend pommiunioaliQn bry latpnfBlory pemonnal Id fha vetoninarian regarding problems of 
animal heallti and behavtor ts kmpodanl to ptolect Ihe health and welt being of ihe animals. The facility needs ensure 
that bJI personnel respongible lor the daily obseirvaiions of reseacch aniinats. pnovidse any informBtion concerning any 
problem of anlrual heaim to the veterinanian lor evaluation. Correct Irom this date forward. 


2,33 (b) ( 5 ) 

ATTEMDIHG VETEHIMAHIAN AMD ADEQUATE VETEHINAflY CARE. 

£-33 (b) (SJ - 'Each nesearidh facility shall establish and maintain p?ogramg at adeqyate veterinary care ihat include: 

[5} Adequate pre-pi'DCadural end pDSl-pracedural cere In ecCDrdartCe wilfi Current esteblistied velOririary medical end 
nursirig procedures “ 

1. Review of Protocol flOO 13 -OS and the Medical Records ol GP #1 ■ 6 and ■ 20; 

a. The protocol states that iba GP ivllt monitored iwtco a day lor one weal; posl-oporatively. Ttiere was no 
documentation available that the posl-cperatiue monitoring schedule was loJIowed as described in the protocol 

b. The protocol states Ihat any GP having surgery in the mofning will have a second dose of the analgesic 
Buprenoqihine adminieiered in ihe evening. I| could not be [;lelermined from fbe inlof metiicn available whether ihe 
schodula of administration of analgesic was lotlowad. 

0 . GP #15 faoelvdd an Injecljon of tba aniibiolic Caphazolln by Ibo Pi on 5.r7/OB wilhout oontaullirig iho clinical 
veterinarian, The protocol states that any possible wound infections will be brought lo the atlenlion of Ihe vetehnarian 
for CDnsulteiion. 

d- The medical records of the CP COfitained insulficienl infgnnHlion Id determine Ihel the procedures performed on 
tha animals bad boon coorJuctad as descnbutf in the apfiroved pratocof. 

Ftesea/oh animals should receive iba presoribed pna and pDsi procedural care as specified In lha lACUC approved 
proposal for animal use lo maintain the health o( the animals arxJ ensure ihal-disooriiftoni ard pain to the animals will 
be limiied- The lACUC end AV need to address ihg Hems idenlified lor this protocol. Coned immedietely. 

2,36 (W 

AMHUAL REPORT, 

£ 36 (b) (7S - The annual report shall: (7) State Ihe common names and the numbers ol animalg upon which 
feactiirig, experimenls, research, surgery, or tests -were conduoied Involving aooompanylrig pain Or distress lo the 
animals and lor whtch the use ol appropriate anesthetc, analgesic, or traf>guilizing drugs would haw adversely 
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affeclKl the pnocedures, results, or interpretation of the teaching, researcJl, ocperimenls, surgery, or tests An 
axplanalion of 1ha pri>caduraa piddiKing paid or disLrasa in Lhesa animats and Lhe rBaanna auoii drugs ¥vara rKit ua$d 
shall be ajnactied to the annuai repofl.” 

1. The Annual Report that was suCHDittBd by the reseafch facility lo USDA (or FY 2007 did not Include 8 Rabbits lhal 
were used under Piotoocil #01 92-Ci& during FY 2007. The S Rabbits were oonsidered litely to have eJipeirienced 
ut^ralioved pain and/or distr^ as a result of tba failure of lha In^asllgator to admmislor post-operative analgesia as 
per the approved protocol. 

The research (acilily needs to submh a conrecSed Annual Report for FV £007 to the Eastern Regional Office that 
reputes the 3 Ftsbbids in the cgn'sct p^id ^nd eftadh an expl^natiufi ol the inctd^nl. Corned by 7/1 ‘TK^. 


MOTE - This irt^section was conducled on S»'iS'08 and &''9''0S with Ihe eiiit interview on 5'‘9/Ofl. 
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2,31 


(d) ( 1 ) (viit^ 


INSTITUTIONAL ANtUAL CARE AND JSE COMMITTEE (lACUC)- 

£.SI (eJ) (1 S (will) - The lACUC shall determirte that the proposed aclivities er ^niFicant changes in ongoing atctivities 
meat tha lollcwing raquiraments: [viii^ PersonriaL conducting prCCEduras ori tFia spaCie^ being itiaihtairied Cr Studied 
will be appropnaJely qualified and trained in those procedures-" 

1- Revifiwof Protocol fldlJlS-M; 

a. Il wa£ laarr>ad durirrg the Inspgcliod that ona of tha individuals who was providing animal cars and conductihg 
procedures on the stud/ animals had net been listed on the protocol as one ot the personnel lo be involved in ibe 
prujedt. 

All persrjnnel condMclirrg procedures i?n animals muat be named pn a proposel Ipr animal use in order tor the lAGUO 
to detertnlrud thaJ the personnel aro qualrlrad and trainod m those procaduras 

The lACUC needs to address this issue idenlllled lu Itils pn^pasal. Cwrect Imniediately. 


(e) m 


2,31 


INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (lACUC). 

2-31 (e) (3) - -A ptfopps^l to conduct an activity involving animals, or to malre a signtficart change in an ongoing 
activiiy irrvdlving animals, must contain the Idlldwing: (3) A CdinpiBte descriplkm dl the proposed use d1 the animals.' 

1. RBVtaw of ProtccDl #0[)13-QS and Medical Records oF -GP #1 thraugFi 24: 

a. The records oF si* GP (s'?, 9, £1. 22, 23, 24) indicete that the substances Caiccin and BrdU v/ere administered To 
the GiP by irrjeoJion, There is no description o1 the iniectlon ol these substances Irtduded In Ibe approved protocol. 

b. The records dF elgFileeri GP (#1 IhtrOugh 6, thrOLigh 20) indicate that the antibiotk: CephazOlin was injected at 
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Ihe limis of surgery. There is no descripticin ol the injection of Cephasolin iri (he approfMed pretoeoL 

c. The prcnocol slates en pg iS iKal size 4-0 Nylon suture vvill be used to close the surgical incjslon ll was noted 
during [he inopeclKin that [he size and type df su[ure uaed 1Q close the incisipna dl Ihe GPa lhal had undergcna 
surgery was ditferertl than what was described In the appro^/ed protocol. 

d. II is not claar from the dasorlplton of Uhe schedule ol eritmintetraJlon of analgesics whether Buprerurphine Is gn/en 
only on the day of surgery or also on the first post-operative day. 

A proposal fof animal use must contain a complete descnption of the proposed anpmaJ use. The tACUC needs to 
addreaa the itema identified for this pfclogal. Coirect by '6i't/0&. 

2.32 fa> 

PERSONHEL QUALIFICATIONS 

2.d2 (aS - "It shall be the responsibilily ot the research lacilily to ensure lhal all sciefitists, research techniciBins. 
ariir’nal technidans, and dhar pereonnal invdtved in animat icara, Iraaliiwnt. and use are qualified Id parlorm tfiair 
dtffees ” 

1. The Non-complIanE iterre rdenlllled on thrs inspecllon report under Sections (d) (t ) (vlii), :2.ai (e) (3), (b) 

[3>, and ?.33 i|b) (S) pertaining to Protocol #0013-00 indicate laboratory personnel's of tamiligrity with both ihe 
details of lha approved protocol and curroolly astabllshad valerinary o^ical arvl nurang proc^uras. This lac^ of 
familiarity has the polential to negatively alfed the welfare of animals- 

All pefsortnel Involved Jn animal careK treatment, and use must be adequalely trained and quaiilied to perform the 
duliea described in the prptqcQl. Inedequele (raining in any aspect ql animal cpra and use can result in harm tq the 
animals. The research f-acillty needs to address thrs rssus. Corred Immedlaloly. 

2.33 lb) (3) QIRECTNCI 

ATTENDING VETERINARIAN AND ADEQUATE VETERINAHY CARE- 

2-90 (b|i (3|i - 'Each research facility shall estaJblish arnf meiritain programs of adequale veterinary care lhal include; 
(9) Daily db^arvation ol all anirrials to assess thair healih and well-bnrig, Providad. howevar. That daily ofasarvatian 
of animals may be accomplished by sonveone olher ihan the attending veterinarian; arid Provided, (urther. That a 
mocha nism of diroci and IrsquonE ccmmuoicaticn ia roquirad so 1ha.t timely and accurale inlormation on prqblama qf 
animal healUh, behavior, and wellbeing is conveyed to the attending veterinarian. ' 

1, DIRECT ITEM: At the tima ol Ihe Inspection at approisimalely 1 1 AM on the APHIS inspector noted that 
GP #f 5 used under Protocol #0019433 wgg depressed, Ihin, had sunken eyes, a ruflied hair coat, a red arto swollen 
surgical incasion on Ifio right rear leg. and was reluctant 10 move. Acocrding 10 (he animal's madical rEOCrd, lha 
investigator had observed the animal to be sedentary, undernourished, and having small eyes on 5,7/06. The PI 
administered the anlibiofig Gephazgtin but rtid nql centaPl the dinicat veterinarian regarding (ha animaTs condiHon as 
was doscnhod in the approved proioccil under postoperative monitoring. 


Prepared By; 

PAULA S GLADUE, V M D USDA, APHIS, Animal Care 

Title; VETERINARY MEDICAL OFFICER Inspector 1054 


Dete; 

Jun-03-2003 


Title; 


(b)(6), (b)(7)(c) 


Date; 

Jun-O^-SOOe 




USDA 



Urited Snsrtes Depanmenr of Agricuttune ku.uuc 

Animal and Plani HaaJLIi lns|:HialiDri &arvJca 201914 insp 

Inspection Report 


Thia dirttcaJ vaLannariao was firal made aware of l!ie c^ndilion dI Ihfia animal a1 the lime ot lha inapectieri chi Bi'R'VlB. 
The P( was immediate^^ contacted Cy the clinical veterinarian and irrstrucfled to eultwanize lt>e GP. 

A mechanism o1 direct and frequent communicallon by labofalory personnel to the veterinarian regarding problems of 
animal health end behavior is impodani to proiect Ibe heatfh and weli-t?eing of 1t>e animshs. The facility reeds ensure 
that all personnel iraspcMisIble tor the daily observations of roe^arch animals provlcla any inlormatlon ooncorning any 
problem of animal health to the veterinarian for ervaluation. Correct Irom this date forward 


2,33 

ATTENDING VETERINAHIAN AND ADEQUATE VETERINARY CARE. 

2-93 (bj (5J - 'Each research facility shall establish and maintain programs of adequale veterinary care lhaS irvclude: 
(5} Adequate pre-procachjral and pdcl-pracedural care In aoonrdanoa wilh Currant asLeblistied vesarinarv medical and 
nursing procedures 

1. Revsew of Protocol #001 3-08 and Ihe Medpcal Records of GP #1 6 and #9 ■ 20; 

a. Tho protocol states Ihtat ih^ GP will monitordd twice a day lor ona weal; posl-oparativoly. Thoro was no 
documentation available that the posl-operatiue monitoring schedule was loHowed as described in the protocol 

b. The protocol states ihat any GP having surgery In the wKjfning will have a second dose of the analgesic 
Buprenorphine edminislered in the evening. I1 could nqt be determined Irgm the iniprmation evailqble whether the 
schedule of admlnistratcm of analgesic was lollQwcd. 

c. GP raoalvod an Injection of the antibiohc Cephazolln by the Pi on 5/7.^ without congulling lf>e clinical 
veterinarian. The protocol states that any possible wourd infeeJions wH be brought to the attention of the veterinarian 
tor [;:[>neulteiiqn. 

d. The irredical records otthe CP contained insulficienl infformalign |o determine 1hal the procedures performed on 
tha ammals had been canductad as dascribod m the apftrovsd pratocGl. 

Ftesearoh animaJs should racalve lha prescribed pro and post prooodural care as specified In lha lACuC approved 
proposal for animal use lo maintain the health ol the animals and ensure lhal ■disoomforl and pam to- the animals will 
be Kmiled. The lACUG end AV need Id address the i|Om& identified for this prolDogl. Correct immedislely. 


NOTE - This inspeoLiOil was conducted on and BL'BrDS with lbs e;ut interview an B-B/OS. 
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